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DETAILED ACTION 

Claim Rejections - 35 USC §112 

1 . The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

2. Claim 10 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. Claim 10 recites the limitation "said material" in line 1. There 
is insufficient antecedent basis for this limitation in the claim. 

Claim Rejections - 35 USC § 102 

3. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

4. Claims 1 , 6-8, 1 0, 1 1 , 1 4, 1 5, 20, 23, 29-31 , 35-37, 40, 41 , 45, 46 and 48-50 are 
rejected under 35 U.S.C. 102(b) as being anticipated by Shah et al. (3,801,280). Shah 
teaches a device for performing dissolution tests. The device is best shown in Figures 
1 and 2 and described in columns 4-6. The device includes a jacketed container (1) 
with closed bottom and open top, a lid (4) with multiple ports (sleeve 34 and pipe 42), a 
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filter tube assembly (8) disposed within the first port, and a pump (41 ) connected by 
tubes to the ports. Shah teaches filter pore size of 1 micron in column 4, line 63. 

5. Claims 1 , 6-8, 1 0, 1 1 , 1 4, 1 5, 20, 23, 29-32, 35-37, 40-42, 45, 46 and 48-50 are 
rejected under 35 U.S.C. 102(b) as being anticipated by Bischoff et al. (3,802,272). 
Bischoff teaches a device for performing dissolution tests. The device is best shown in 
Figures 1 and 4 and described in columns 3-4. The device includes a container (10) 
with closed bottom and open top, a cover (82) with multiple ports (sleeve 34 and pipe 
42), a filter tube assembly (11) disposed within the first port, and a pump (27) 
connected by various air driven valves and lines to the ports. Bischoff teaches filter 
pore size of 44 micron (325 mesh) and polyester mesh in column 4, lines 58-62. 

Inventorship 

6. This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner 
to consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or 
(g) prior art under 35 U.S.C. 1 03(a). 
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Claim Rejections - 35 USC § 103 

7. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

8. Claims 24-26, 33, 34, 43 and 44 are rejected under 35 U.S.C. 1 03(a) as being 
unpatentable over Shah et al. (3,801 ,280) or Bischoff et al. (3,802,272). Shah or 
Bischoff teaches every element of claims 33, 34, 43 and 44 except for the filter size 
range and container volume. Both Shah and Bischoff are silent as to container sizes 
and both references teach filter sizes that are below the ranges in the instant claims. 
The Examiner takes the position that the only difference between the prior art and 
claimed device elements - the container volume and filter size range - is a recitation of 
relative dimensions and the prior art would not perform differently. See MPEP 
2144.04, Section IV, A. "Changes in Size/Proportion" In Gardner v. TEC Systems, 
Inc., 725 F.2d 1338, 220 USPQ 777 (Fed. Cir. 1984), cert, denied, 469 U.S. 830, 225 
USPQ 232 (1984), the Federal Circuit held that, where the only difference between the 


Application/Control Number: 10/732,799 Page 5 

Art Unit: 1797 

prior art and the claims was a recitation of relative dimensions of the claimed device 
and a device having the claimed relative dimensions would not perform differently than 
the prior art device, the claimed device was not patentably distinct from the prior art 
device. 

9. Claims 28 and 39 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Shah et al. (3,801 ,280) or Bischoff et al. (3,802,272) in view of Mills et al. 

(6,61 3,278). Shah or Bischoff teaches every element of claims 28 and 39 except for a 
sonicator. Shah teaches magnetic stirring and Bischoff does not teach a mixing 
element. Mills teaches a device used in the demineralization of bone. The device 
includes a sonicator for mixing (column 7, lines 41-50). Mills teaches that a sonicator 
provides sonic energy that accelerates solution interpenetration of a porous matrix 
(column 9, lines 39-55) without gross structural damage (column 7, lines 41-50). It 
would have been obvious to one of ordinary skill in the art to combine the sonicator 
mixer from Mills with the device of Shah or Bischoff. Shah and Bischoff teach 
dissolution testing devices. The use of a mixing element that accelerates matrix 
penetration without damaging the materials being mixed would provide ideal mixing 
characteristics in a system that analyzes the dissolution of a porous matrix. 

1 0. Claims 27 and 38 are rejected under 35 U.S.C. 1 03(a) as being unpatentable 
over Bischoff et al. (3,802,272) in view of Slavazza et al. (6,320,025). Bischoff teaches 
every element of claims 27 and 38 except for a shaker. Bischoff does not teach a 
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mixing element. Slavazza teaches a polymer synthesis reactor. The reactor includes 
a mixing means that may be "a rocking, shaking or swirling device" for mixing the 
contents of the reactor. It would have been obvious to one of ordinary skill in the art to 
combine the "rocking, shaking or swirling device" from Slavazza to the device of 
Bischoff in order to mix the contents of the dissolution chamber. 

1 1 . Claims 3-5 and 47 are rejected under 35 U.S.C. 1 03(a) as being unpatentable 
over Shah et al. (3,801 ,280) or Bischoff et al. (3,802,272) in view of Juranas et al. 
(5,71 1 ,91 7). Shah or Bischoff teaches every element of claims 3-5 and 47 except for 
the frit element on the second port. Juranas teaches a laboratory reactor apparatus. 
The apparatus is best shown in Figures 1-3, 6, 7 and 9. The apparatus includes a 
suction tube (50) secured by an O-ring for the removal of chemicals from the reactor 
(12). The tube includes a frit for filtering out unwanted solids during compound 
removal (column 4, lines 29-31 ). It would have been obvious to one of ordinary skill in 
the art to combine the tube frit and O-ring from Juranas with the device of Shah or 
Bischoff. Shah and Bischoff provide a second port for the addition and/or removal of 
materials from their containers but do not provide a frit for the second port. One would 
add the frit in order to filter out unwanted solid components as in Juranas. One would 
use an O-ring to secure the port in order to prevent leakage. 
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Response to Arguments 

12. Applicant's amending of claims 1 and 20 to include a container having a closed 
bottom and open top as suggested by the Examiner is sufficient to overcome the 
previous rejection under Simpson in view of Slavazza. Therefore, the rejection has 
been withdrawn. However, upon further consideration, a new ground(s) of rejection is 
made in view of Shah and Bischoff. 


Conclusion 

1 3. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to DWAYNE K. HANDY whose telephone number is 
(571)272-1259. The examiner can normally be reached on M-F 8:00-4:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jill Warden can be reached on (571)-272-1267. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Jill Warden/ 

Supervisory Patent Examiner, Art Unit 1797 


/Dwayne K Handy/ 
Examiner, Art Unit 1797 
November 9, 2008 


